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Dear Sir or .Madam: .,. _...  __ __.L1_  ._._...  _ _- ~ _._-.,,. j . ,- _,_ _._.  _ ..__. ._.. ._ . . ..__ _. “,. . . “. __ _ .“r,. ,- .- _.

I objekto thf: FDA’s proposed de.fin.ition sf minimsillv maniDulated  because:
,’

he term minimallv is vague and open to subje’. i

A +

‘-

- . ctive, ever changiq,I; definitions:
w y Ul”” . UbU” a*-..a vy-a^  w.. w-v.I----. - ____  --=----.~~~- ,

rms should be:el’m’n~~edas,they  add nothing to the proposed rule- and b_ave ~ _. .

I &e term ‘&&DulptJic  &l&n  xrnb~w  a&-l  nn~n  tn nnhip.&vp. internretation:
l these proposed tel

nothing to do with donor ag.WWty.
) 1. . .

,roposkd  definition ofhtimologous use becq, .I object to the FDA’s I ;e:. _ .- _... _ .__

tiot affect how,it  is regulated._ .;..
:he entire texpl  shquld be eliminnted:, ..-,-_..  ,x.vee-.m%-w.~
:here isp_@reatm pubSS1  -IvUI.-I th these tismcs towarrant this tvne of term beinn used or..-Y--Y.Tt-.-- ^ _.= _.9^  ._--1_,11  ~.~rw.w~.m+bza-- - - - - - -  - -  - - - - - - - .,A
disthcticn  hAna tiarle*

.
ntntinn of this terK&d its sllEiseauent  regulation may restrict ayailability  as tissue

T allograft bone ti~s~~~~~~_rny  prktice and ds~nottish  its-- I _ l--__“ew.* supnlv to be
ecessary  governmentregulation?, _I_see_.~oadded~~~~~~~- _ .

curtailed thEugh excessive and
&ina these defini~onni.n.&e  proposed rule...  ~

roso,*~y use of allograft bone to treat .~-ti&~y~V~iety  of conditions, sonic  of which haveno ,,. _

‘eaex.%.e*
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